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Filed: February 16, 2006 

AMENDMENT AND RESPONSE TO OFFICE ACTION 

Amendment 
In the Claims 

1 . (currently amended) A flexible nerve regeneration device eemfri sing formed of a 
4-hydroxvbutvrate polyhydroxyalkanoate polymer which does not release highly acidic or 
inflammatory metabolites in the form of a porous conduit tube or sheet s«itafeie for nerve repair, 
the pores in the conduit having a diameter of between five and 500 micron s, wh e r e in th o polym e r 
eompfi se s 4 hydroxybutyrate . 

2. (cancelled) 

3 . (currently amended) The device of claim 2 i wherein the polymer is poly-4- 
hydroxybutyrate. 

Claims 4-5. (cancelled) 

6. (original) The device of claim 1 wherein the conduit comprises a material 
selected from the group consisting of nerve cells, growth factors, and dru^. 

7. (withdrawn, currently amended) A method for preparing a nerve regeneration 
device comprising formed of a 4-hydroxvbutvrate polyhydroxyalkanoate polymer in the fonn of 
a porous conduit tube or sheet wh e r e in the p olym e r comprises 4 hydroxybutyrate and wherein 
the device is prepared by thennally induced phase separation of the polymer in a solvent in 
combination with salt particles, removing the polymer solvent, and removing the salt particles to 
form pores between five and five hundred microns in diameter. 

8. (withdrawn) The method of claim 7 comprising leaching with an alcohol 
followed by leaching with water or a solution comprising a surfactant. 
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9. (withdrawn) The method of claim 7 for preparing the device of claim 1 wherein 
the device is prepared by a combination of thermally induced phase separation and poragen 
leaching. 

1 0. (withdrawn) The method of claim 8 wherein the surfactant is a polysorbate 

1 1 . (withdrawn, currently amended) A method of nerve repair or regeneration 
comprising providing a nerve regeneration device comprising fonned of a 4-hydoxybutyrate 
polymer in the form of a wrapped porous conduit tube or sheet, the pores in the conduit having a 
diameter of between five and five hundred microns, wherein the diameter of the conduit is large 
enough so that it does not exert pressure on a regrowing nerve, but small enough to provide a 
good seal at the nerve. 

12. (withdrawn) The method of claim 1 1 comprising inserting severed nerve ends 
into the conduit or wrapping the nerve ends with the polymer and sealing it into a conduit. 

13. (withdrawn) The method of claim 12 wherein the device is sealed by application 

of heat. 

1 4. (withdrawn) The method of claim 1 1 providing an axonal regeneration rate of at 
least 0.8 mm per day across a 10 mm sciatic nerve gap in an animal or human. 
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